
04/01/99 13:02 FAX 2025474658 THE ALPINE GROUP @O02/004

AI PINdhRoup

-.,”.-.”- ~ ,,, :,:: ., Government Relations Consultants./

April 1, 1999

PatriciaY. Love, M.D., Director (HFD-160)
Division of Medical Imaging and Radioph-aceutical

Drug Products
Olllce of Drug Evaluation III
Centerfor Drug Evaluation and Research
Food andDrug Administration
Parlckwn Building, Room 18-B-09
5600 Fishers Lane
Rockville, Maryland 20857

Re: Draft “Guidance for Industry: Developing Medical Imaging Drugs
And Biologics” (Docket No. 98D-0785)

Dear Dr. Love:

Attached is ajoint letterfrom Mark Camlin of the Medical Imaging Contrast
Agent Association and Robert Morgan of the Council on Radionuclides and
Radiopharmaceuticals. The letterrequeststhatFDA reissuethe above referenced
guidance in draftfmrn for l%rther,abbreviatedcomment ratherthan finalizing it atthis
stage.

If you have any questions aboutthe attachedletter,please direct them to me.

Sincerely,

g{?

cc: JaneA. Axelrad, Esq. (by facsimile)
Rebecca A. Devinc, Ph.D. (by facsimile)
George Q. Mills, M.D. (by facsimile)
Dockets Management Branch (by facsimile)
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April 1, 1999

PatriciaY. Love, M.D., Director (HFD-160)
Division of Medical Imaging and Radiopharmaceutical

Drug Products
OffIce of Drug EvaluationIII
Centerfor Drug Evaluation and Research
Food andDrug Administration
ParklawnBuilding, Room 18-B-09
5600 FishersLane
Rockville, Maryland 20857

Re: Draft “Guidance for Industry: Developing Medical Imaging Drugs
And Biologics” (Docket No. 98D-0785) —-—

Dear Dr. Love:

We are writing on behalf of the Medical Imaging ContrastAgent Association
(MICAA) and the Health Care Committee of the Council on Radionuclides and
Radiopharrnaceuticals(COIUR) regardingFDA’s procedure for finalizing the above
referenced Guidance. At the FDA-industry meeting on the Guidance held on March 26,
1999, FDA’s issue updatesand the subsequentdiscussion of these issues indicatedthatthe
Guidance might be substantiallyrevised and/or expanded in certainareas, including the
procedure and criteria for Group 1 designation,requirementsfor pharrrmcokineticstudies,
timing of othernon-clinical studies, andthe roles of independentblinded and informed
readingsand theiruse in the labeling. FDA also indicatedthatclarifications will be added in
a number of other areas. In view of the anticipatedchanges, we request that,ratherthan
finalizing the Guidance atthis stage, FDA reissue the Guidance in draft form for tier,
abbreviatedcomment.

Issuing a new drafi would have a twofold benefit. First, it would permit interested
partiesto review andprovide usefid comments on substantiallyrevised portions of the
Guidance. FDA’s discussion atthe meeting of possible changes, while informative, was too
generalto permit any detailed comment in the absence of a new draft. Second, a redraflwith
comment period would generaIlyhelp to ensurethatthe language used in the final Guidance
is understood and interpretedconsistentlyby all interestedparties, and thatFDA’s
clarifications have achieved theirpurpose. MIC&l and CORAR expect to submittheir
comments on the currentdraftby April 14, so thatFDA can consider them before issuing the
nextversion of the Guidance. If the Guidance is issued as a redraft,as requested,we would
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anticipatethatan abbreviatedcomment period – for example, 30 &YS - WOUldbe sufficient,
since the major comments of MICAA, COIUI& andother interestedpartieswould already
have been submitted.

On behalf of MIC- and COW we wish to thankyou and your colleagues atFDA
for your willingness to spend considerable time meeting with us to exchange views on the
development andreview of medical imaging drugs. We believe thatthese exchanges have
been very fiuitfh.1,and we hope they will assistFDA in developing this importantGuidance.

Sincerely, ~

Mark Camlin
Chairman,Regulatory Policy Committee
Medical Imaging ContrastAgent Association, Inc.

-@=#Ly-
Robert A. Morgan
Chairman
Council on Radionuclides and Radiopharrnaceuticals,Inc.


